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Course Introduction

.In today?COs rapidly evolving biopharma landscape, effective regulatory strategy and quality risk
management (QRM) have become critical pillars for ensuring compliance, optimizing product development,
and safeguarding patient safety. As the industry faces stricter regulations, complex supply chains, and
emerging risks, organizations must adopt robust strategies to manage risks proactively. This course offers a
comprehensive understanding of regulatory framewaorks, risk management techniques, and the integration
of quality assurance practices to maintain compliance while driving operational efficiency. Participants will
gain essential insights into regulatory expectations, risk assessment models, and how to implement a
sustainable QRM strategy across biopharma organizations.

Regulatory Strategy for Quality Risk Management (QRM) in Biopharma is designed for professionals
seeking to advance their expertise in compliance management, risk mitigation, and biopharma regulations.
With an emphasis on practical knowledge, the training empowers professionals to develop tailored QRM
strategies aligned with global regulatory standards and industry best practices. By applying cutting-edge
tools and methodologies, participants will be equipped to lead and navigate complex quality systems while
improving regulatory performance, risk-based decision-making, and ensuring consistent product quality
from development to commercialization. This course is ideal for professionals who want to stay ahead of
the curve in quality assurance, regulatory affairs, and biopharma risk management

Programme Curriculum

Regulatory Strategy for Quality Risk Management (QRM) in Biopharma

Introduction



In today?COs rapidly evolving biopharma landscape, effective regulatory strategy and quality risk management
(QRM) have become critical pillars for ensuring compliance, optimizing product development, and safeguarding
patient safety. As the industry faces stricter regulations, complex supply chains, and emerging risks,
organizations must adopt robust strategies to manage risks proactively. This course offers a comprehensive
understanding of regulatory frameworks, risk management techniques, and the integration of quality assurance
practices to maintain compliance while driving operational efficiency. Participants will gain essential insights into
regulatory expectations, risk assessment models, and how to implement a sustainable QRM strategy across
biopharma organizations.

Regulatory Strategy for Quality Risk Management (QRM) in Biopharma is designed for professionals seeking to
advance their expertise in compliance management, risk mitigation, and biopharma regulations. With an
emphasis on practical knowledge, the training empowers professionals to develop tailored QRM strategies
aligned with global regulatory standards and industry best practices. By applying cutting-edge tools and
methodologies, participants will be equipped to lead and navigate complex quality systems while improving
regulatory performance, risk-based decision-making, and ensuring consistent product quality from development
to commercialization. This course is ideal for professionals who want to stay ahead of the curve in quality
assurance, regulatory affairs, and biopharma risk management.

Course Duration
10 days
Course Objectives

Understand the global regulatory landscape for quality risk management in biopharma.

Analyze the impact of risk assessment on the drug development lifecycle.

Apply regulatory strategies to meet FDA, EMA, and other regulatory agencies' requirements.
Integrate quality risk management frameworks to proactively mitigate risks in biopharma projects.
Develop regulatory compliance strategies that align with both domestic and international standards.
Identify emerging quality risk management trends in the biopharma industry.

Enhance decision-making skills by using risk-based approaches for regulatory approval.
Implement risk controls to manage product recalls and other compliance issues.

Understand the role of data integrity and quality assurance in managing risks.

Incorporate best practices for effective risk communication and management.

. Explore real-world case studies of successful and failed regulatory strategies.

. Gain insights into regulatory audits, inspections, and their impact on QRM.

. Evaluate and apply risk mitigation strategies in various stages of drug development.
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Target Audience

Regulatory Affairs Professionals
Quality Assurance Managers

Risk Management Specialists
Biopharma Product Developers
Clinical Research Coordinators
Compliance Managers in Biopharma
Risk Assessment Consultants
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Pharmaceutical Executives

Course Modules



Module 1: Introduction to Regulatory Strategy in Biopharma

e Overview of global regulatory bodies (FDA, EMA, ICH)

e Evolution of regulatory strategies in the pharmaceutical industry
Key principles of regulatory compliance

The importance of regulatory strategy in the product lifecycle
Real-world case study: FDA?COs approach to drug approval

Module 2: Fundamentals of Quality Risk Management (QRM)

¢ Definition and importance of QRM in biopharma
Components of a QRM system

Risk management frameworks (ISO 14971)
Practical tools for risk assessment

Case study: QRM in the manufacturing of biologics

Module 3: Regulatory Compliance Requirements

e Key regulations affecting biopharma product development
Understanding risk management regulations (21 CFR Part 820)
Data integrity and its role in regulatory compliance

Techniques for ensuring consistent product quality

Case study: Navigating an FDA inspection

Module 4: Risk Assessment Methodologies

¢ Qualitative vs. quantitative risk assessment methods
Hazard identification and risk analysis
Decision-making models for risk prioritization
Implementing risk control measures

Case study: A risk-based approach to clinical trials

Module 5: Integration of QRM with Drug Development

¢ Aligning QRM processes with drug development stages

Balancing regulatory requirements with risk mitigation
Cross-functional collaboration between teams (QA, RA, R&D)
Importance of early risk identification in preclinical stages

Case study: Integrating QRM in the development of a new vaccine

Module 6: Risk Mitigation Strategies in Manufacturing

o Mitigating manufacturing risks (equipment, processes, human factors)
Quality control systems and their role in risk management

Supplier risk management and qualification

Applying risk assessment to manufacturing processes

Case study: A risk mitigation approach in biopharma production

Module 7: Effective Regulatory Submissions

e Key elements of a regulatory submission
¢ Risk-based regulatory submissions and their impact on approval times



e Optimizing documentation for faster approval
e Common pitfalls in regulatory submission processes
e Case study: Fast-track approval strategies at the FDA

Module 8: Post-market Risk Management

e Monitoring post-market performance and risks

¢ Managing product recalls and adverse event reporting

e Post-market surveillance strategies

e Risk-based product improvements

e Case study: Post-market risk management of a biopharmaceutical product

Module 9: Regulatory Audits and Inspections

e Preparing for regulatory audits and inspections
Managing audit findings and implementing corrective actions
Risk assessment in audit processes

Maintaining compliance during audits
Case study: Lessons learned from an FDA audit

Module 10: Emerging Trends in QRM

o Digital transformation in risk management

¢ Al and machine learning in risk assessment

Regulatory impact of new technologies (biologics, gene therapy)
Real-time data monitoring and risk prediction

Case study: Risk management in a biotech startup

Module 11: Data Integrity in QRM

e Ensuring data quality and traceability

e Impact of data integrity on regulatory compliance

e Managing electronic records and signatures (e-signatures)
e Regulatory expectations on data security

e Case study: Data integrity issues in clinical trials

Module 12: Building a Risk-Aware Culture

e Leadership?COs role in fostering a risk management culture
e Training staff on quality risk management principles

Encouraging proactive risk identification and mitigation

Aligning company values with regulatory compliance
Case study: Cultural change within a pharmaceutical company

Module 13: Advanced Regulatory Strategies

e Risk-based decision-making in regulatory approvals

Balancing risk and innovation in drug development

Advanced strategies for international regulatory harmonization
Understanding the role of accelerated approval pathways

Case study: Strategic regulatory responses to global market access



Module 14: Communication and Reporting in QRM

o Effective communication of risk findings to stakeholders

Regulatory reporting requirements and best practices

Managing communication during crisis events (e.g., recalls)

Risk reporting and documentation techniques

Case study: Managing a crisis communication during a product recall

Module 15: Future of Regulatory and Risk Management in Biopharma

e Predicting the future of biopharma regulations and QRM

The rise of personalized medicine and its impact on QRM
Anticipating regulatory changes and preparing for them

Building resilience in risk management strategies

Case study: The evolving regulatory landscape of gene therapies

Training Methodology

¢ Interactive Lectures: Engaging, theory-based sessions with real-world examples.

Case Studies: In-depth analysis of actual regulatory and risk management challenges.

Hands-On Exercises: Risk assessments, regulatory submissions, and problem-solving scenarios.
Group Discussions: Collaborative learning through sharing industry experiences and insights.
Webinars and Guest Speakers: Live interaction with industry experts, regulators, and experienced

professionals.
Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.
Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate

c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.

e. One-year post-training support Consultation and Coaching provided after the course.

f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.

Upcoming Scheduled Sessions


mailto:info@fineskilltrainingcenter.com

Start Date

10 Aug 2026

17 Aug 2026

24 Aug 2026

31 Aug 2026

07 Sep 2026

14 Sep 2026

21 Sep 2026

28 Sep 2026

End Date

21 Aug 2026

28 Aug 2026

04 Sep 2026

11 Sep 2026

18 Sep 2026

25 Sep 2026

02 Oct 2026

09 Oct 2026

Location

Online

Online

Online

Online

Online

Online

Online

Online

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Price

$4,000

$4,000

$4,000

$4,000

$4,000

$4,000

$4,000

$4,000
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